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FIBRINOGEN (HUMAN) 

REVOCATION OF LICENSES 

AGENCY: Food and Drug Administration. 

ACTION: Notice. 

SUMMARY: This document announces that all licenses issued for the _*/. . 

manufacture of the biological product Fibrinogen (HumanJ were revoked 
,"; 

as af December 7, 1977, and the sale, barter, or exchange of Fibrinogen 

(Human) by any manufacturer was prohibited as of that date. This action 

was taken at the request of the licensed manufacturers because the. _ 

effectiveness of Fibrinogen (Human) is questionable and other products 

that carry lower risks of transmitting hepatitis may be used in its ,t 

place. The Commissioner further gives notice. that Fibrinogen (Human) 

already sold and delivered by the manufacturer may not be resold after 

July 1, 1978. 

DATES: Effective date of revocation of all license,s for the manufacture , S.‘, ,, _ . 

of Fibrinogen (Human) was December 7, 1977. Existing stocks of I ,,,,., 

Fibrinogen (Human) were prohibited from sale, barter, or exchange by 

the manufacturer as of that date.' Fibrinogen (Human) in distribu-tion 

as of that date is prohibited from sale, barter, or exchange by owners 

or custodians after July 1, 1978. 

77-831 



FOR FURTHER INFORMATION CONTACT: , j.c . . : iz? _) 

Michael L. Hooton or Al Rothschild, 
& : ? 

Bureau of Biologics (HFB-6201, 

Food and Drug Administration, 

Department of Health, Education, and Welfare, 

8800 Rockville Pike, 

Bethesda, MD 20014, 

(301-443-1920). 
; ; I* \ .b. 

SUPPLEMENTARY INFORMATION: The Commissioner of Food and Drugs revoked " $9 
product licenses issued to Merck Sharp & Dohme, Division ofMerck 

6 Co., Inc., establishment License No. 2; Cutter Laboratories, Inc., *. 

establishment License No. 8; E. R. Squibb & Sons, Inc., establishment 

License No. 52; Bureau of Laboratories, Michigan Department of _ 

Public*Health, establishment License No. 99; and Tr-avenol 'L&oratories, ,/ I 
,/t. .I -en* ,a ._ .,j_i ;. 

Inc., Hyland Division, establishment License No. 140, for the‘manufacture ' 
i 

of Fibrinogen (Human) and prohibited the sale, barter, or'exchange of 
r &" 

Fibrinogen (Human) by the manufacturers as of‘December 7, 1977. 

Fibrinogen is the component of blood that forms clots. 

Deficiencies or abnormalities of fibrinogen, whether hereditary or 

acquired, may lead to poor blood clotting and abnormal bleeding. 

Fibrinogen (Human) is a biological product that has been licensed ( 
since 1947. The product has been recommended 'for treating patients 

^ .,, .." I who are bleeding and have low fibrinogen levels and for prophylaxis 

in patients with abnormally low fibrinogen levels ‘when a major stress 

to,the blood coagulation system is anticipated. Because the human 
'_ 
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h e m o s ta tic p rocess  consists  o f a  ser ies  o f comp lex  vascu la r‘ a n d  

b iochemica l  react ions,  fib r i n o g e n  leve l  a lone- is  n o t a lways  a  va l id  

m e a s u r e  o f app rop r ia te  th e r a p y . In  m o s t cases  w h e r e  th e  ,admin is t ra t ion  ,, -, "I" ,. I--.+ , "  . ) ". .1  ,. . 
o f fib r i n o g e n  is ind icated,  m a n y  abnormal i t , ies  exist  a n d  s.im p l .e  in fus ion 

o f fib r i n o g e n  wi l l  n o t p r o d u c e  n o r m a l  c o a g u l a tio n . For  th is  r e a s o n , 

th e  c l in ical  e ffect iveness,  o f F ib r i nogen  ( H u m a n )  is d i‘fficult to  assess,  

a n d  th e r e  a re  fe w  va l id  ind icat ions.  fo r  its u s e , * p  "_., 

F ib r i nogen  ( H u m a n )  is p repa r ,ed  f rom p l ,asma p o o l e d  f rom a  la rge  

n u m b e r  o f d o n o r s . W  E J e a t t reatment  to ,in a c t ivate h e p a titis B  v i rus I I,,*,jl,j 1 ,.1  "  . 
in  F ib r i nogen  ( H u m a n )  wi l l  adverse ly  a ffect  th e  p o tency,of  th e  p r o d u c t. 

For  th e s e  reasons ,  F ib r i nogen  ( H u m a n )  admin is t ra t ion  ip,assoc,. iate,d ,... / L  

wi th a  h ighe r  r isk o f t ransmit t ing h e p a titis B  th a n . p r o d u c ts der ived.  ,_  

f rom s ing le  uni ts  o f p l a s m a . In  th o s e  fe w  cl& ical  cases  in  wh ich  

fib r i n o g e n  r e p l a c e m e n t is d e e m e d  necessa, ry  by  th e  a tte n d i n g  phys ic ian,  

Cryoprec ip i ta ted  A n tih ,empph i l i c  Factor  ( H u m a n )  a n d  o the r  p r o d u c ts 

p r e p a r e d  f rom s ing le  uni ts  o f p l a s m a  m a y  b e  u s e d  as  a  sou rce  o f 

fib r i n o g e n . Th is  wi l l  d im in ish  th e  h e p a titis‘ risk. 

T h e  Adv iso ry  P a n e l  fo r  Rev iew.o f  B .l.o o d  a n d  B l,~ ,~ ,_~par iva t ives,  L  "  . /, ",/. I ,- . . ,i.. 

es tab l i shed  p u r s u a n t to  §  6 0 1 .2 5  (21  C F R  6 9 & .25) ,  th e r e fo re  r e c o m m e n d e d  

th a t F ib r i nogen  ( H u m a n )  b e  w i thd rawn f rom th e . m a r k e tp lace  a n d  th a t o the r  

p r o d u c ts, such  as  Cryoprec ip i ta ted  A n tih e m o p h ,ilic F a t-to r  ( H u m a n ) , b e  u s e d  

as  a  sou rce  o f fib r i n o g e n  in  th e  fe w  cl in ical  cases,  in  vh ich, ,such 



e/i , c ., > i I_ 
therapy is indicated. fn response to the panel’s recommendations, a  

1  
rpT ‘-% * I. .. ., , .I 

all l icensed manufacturers of F ibrinogen (Human) requested that 
t 

k 

their l icenses be  revoked and waived the opportunity for a  hearing 

pursuant to §  601,5(a) (21 CFR 601.5(a)). ’ 4  

Accordingly, the Commissioner announce4 the revocation, effective , 
) 
o  

December 7, 1977, of all product l icenses fir the“manufactu&e of 
k. *;s 
,e 

F ibrinogen (Human). To  facilitate the orderly trariii‘tion by physicians, e  
-: I it 

hospitals, and  blood banks from the use of F ibrinogen (Human) to 
* 

‘1  k i *- I. 1. 
other appropriate products used for treatment of clotting problems, 

‘i : ,*_ I 5-b 
,, . . ,, %  d  

and pursuant to section 351(a) of the Public ~Health^ Service~Act ‘. e  
., i 

(42 U.S.C. 262(a)), the Commissioner is hereby giving notice that 
“’ .“_  _  ,.._, ,. 2  \ ; ._ 3LI .- p  i b  

F ibrinogen (Human) which has already been sold and delivered ‘by 

l icensees may be  resold through July 1, i978, or the expiration date .’ 

whichever is earlier. 


